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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[21CFR  Part  310] 

(Docket  No.  75N-0122 ) 

INTRAUTERINE  CONTRACEPTIVE  DEVICES 
(100*5) 

Professional  and  Patient  Labeling  for 
Intrauterine  Contraceptive  Devices 

The  Concessioner  of  Food  and  Drugs 
Is  proposing  an  amendment  to  the  new 
drug  regulations  (21  CFR  Part  310)  to 
establish  uniform  professional  and  pa¬ 
tient  labeling  for  intrauterine  devices; 
comments  by  September  2,  1975. 

The  intrauterine  contraceptive  device 
(IUD)  is  a  popular  method  of  contra¬ 
ception  used  by  several  million  women 
in  the  United  States.  Although  this 
method  is  generally  safe  and  effective, 
certain  complications  and  side  effects 
may  result  from  its  use.  A  Food  and 
Drug  Administration  (FDA)  review  of 
the  labeling  of  IUD's  currently  marketed 
in  the  United  States  has  disclosed  that 
such  information  is  not  uniformly  avail¬ 
able  to  either  the  practitioner  or  the 
patient.  The  Commissioner  has  con¬ 
cluded  that  many  of  these  problems  can 
be  ameliorated  or  avoided  by  dissemina¬ 
tion  of  accurate  information  concerning 
the  IUD's  indications,  effectiveness,  con¬ 
traindications,  warnings,  precautions, 
and  adverse  reactions  to  both  the  physi¬ 
cian  and  the  patient  and  that  this  can 
be  accomplished  best  by  the  use  of  spe¬ 
cial  physician  and  patient  labeling  for 
both  drug  and  device  IUD’s.  Therefore, 
the  Commissioner  is  proposing  to  amend 
the  new  drug  regulations  to  provide  for 
that  labeling. 

The  FDA  has  been  working  on  IUD- 
related  problems  for  several  years.  In 

1967,  the  FDA  commissioned  the  Obstet¬ 
rics  and  Gynecology  Advisory  Committee 
to  analyze  the  problem  and  to  prepare  a 
report.  The  report,  issued  January  1, 

1968,  noted  that  complications  resulting 
from  the  use  of  IUD’s  are  different  from 
those  associated  with  hormonal  contra¬ 
ceptives,  but  are  approximately  as  com¬ 
mon,  and  that  the  rates  of  discontinu¬ 
ance  appear  to  be  about  equal  in  the  two 
forms  of  contraception.  It  concluded  that 
IUD’s  are  highly  effective  in  preventing 
pregnancy,  but  that  physicians  should  be 
aware  of  all  possible  contraindications 
and  complications.  The  committee  noted 
that  the  existing  legal  authority  is  lim¬ 
ited  to  regulation  of  marketed  devices 
which  demonstrate  excessive  danger  or 
hazard  to  health.  It  further  recom¬ 
mended  that  more  research  must  be  done 
on  the  IUD’s  since  its  findings  were  not 
conclusive. 

During  the  early  part  of  1973,  the  FDA 
Office  of  Medical  Devices  undertook  a 
survey  of  IUD  manufacturers  to  gather 
additional  information  about  the  label¬ 
ing  and  the  safety  and  effectiveness  of 
IUD’s.  After  reviewing  information 
gathered  in  the  survey  and  information 
contained  in  the  scientific  literature,  an 
IUD  called  the  “Majzlin  Spring”  was 
seized  May  29,  1973  on  the  basis  that  its 


continued  use  in  patients  constituted  a 
danger  to  health. 

In  May  and  June  1973,  a  subcommittee 
of  the  Committee  on  Government  Op¬ 
erations,  House  of  Representatives,  held 
hearings  on  the  regulation  of  medical 
devices.  For  the  most  part  the  purpose 
of  the  oversight  hearings  was  to  deter¬ 
mine  whether  the  FDA  was  doing  a  satis¬ 
factory  job  of  enforcing  the  laws  which 
it  administers  and  whether  IUD’s  were 
under  adequate  regulation  to  assure  their 
safe  and  effective  use.  The  Acting  Com¬ 
missioner,  in  testifying  at  those  hearings, 
stated  that  IUD’s  and  other  contracep¬ 
tive  products,  particularly  drugs,  were 
a  serious  concern  to  the  FDA,  the  medi¬ 
cal  profession,  and  the  public.  He  added 
that  while  many  experts  believe  intra¬ 
uterine  devices  are  safer  than  oral  con¬ 
traceptives  and  equally  effective,  the  FDA 
is  sensitive  to  injury  and  complaint  data 
pertaining  to  IUD’s.  The  Acting  Com¬ 
missioner  assured  the  subcommittee 
members  that  the  existing  resources  and 
legislative  authority  of  the  FDA  were 
being  applied  to  problems  associated  with 
the  use  of  IUD’s  as  well  as  the  hundreds 
of  other  medical  devices  in  use. 

During  the  remainder  of  1973,  FDA 
continued  to  monitor  reports  relating  to 
the  safety  and  effectiveness  of  IUD’s.  In 
addition,  the  Family  Planning  Evaluation 
Division  of  the  Center  for  Disease  Con¬ 
trol  (CDC)  in  conjunction  with  the  Com¬ 
mittee  on  Maternal  and  Child  Health 
Care  of  the  American  Medical  Associa¬ 
tion  (AMA)  and  the  American  Osteo¬ 
pathic  Association  (AOA)  undertook  a 
survey  of  practitioners  to  determine  their 
experiences  with  the  use  of  IUD’s  during 
the  first  6  months  of  1973.  The  survey 
indicated  that  deaths  and  hospitaliza¬ 
tions  associated  with  the  use  of  IUD’s 
were  being  reported. 

In  December  1973,  the  A.  H.  Robins 
Co.,  1407  Cummings  Drive,  Richmond, 
VA  23220,  manufacturer  of  the  Daikon 
Shield  IUD,  notified  FDA  that  It  had  re¬ 
ceived  reports  about  complications  of 
pregnancy  associated  with  the  use  of  this 
IUD.  In  February  1974,  the  firm  spon¬ 
sored  an  Internal  conference,  and  in 
April  1974,  the  firm  met  with  representa¬ 
tives  of  FDA  to  discuss  its  intention  to 
issue  a  letter  advising  physicians  about 
procedures  for  the  management  of  preg¬ 
nancy  occurring  with  the  IUD  in  situ. 
On  May  8, 1974,  the  firm  issued  the  letter 
to  more  than  120,000  physicians. 

On  June  10-11,  1974  and  June  13-14, 
1974,  two  FDA  advisory  committees  (the 
Panel  on  Review  of  Obstetrical  and 
Gynecology  Devices,  established  for  the 
purpose  of  reviewing  and  evaluating  all 
available  data  concerning  the  safety, 
effectiveness,  and  reliability  of  obstetri¬ 
cal  and  gynecology  devices  currently  in 
use,  and  the  Obstetrics  and  Gynecology 
Advisory  Committee,  established  for  the 
purpose  of  advising  the  Commissioner 
regarding  the  safety  and  effectiveness  of 
drugs  employed  in  obstetrics  and  gyne¬ 
cology)  held  meetings  at  which  they  con¬ 
cluded  that  the  Daikon  Shield  raised 
sufficient  questions  of  safety  to  recom¬ 
mend  that  the  device  be  withdrawn  from 
the  market.  The  conclusion  reached  by 


these  two  committees  v/as  made  on  the 
basis  of  Information  furnished  by  A.  H. 
Robins  Co.,  additional  material  devel¬ 
oped  by  FDA  and  the  report  by  CDC  on 
the  survey  undertaken  in  cooperation 
with  the  AMA  and  the  AOA. 

On  July  5,  1974,  the  results  of  the  CDC 
survey  were  published  in  Morbidity  and 
Mortality,  Vol.  23,  No.  26.  That  survey 
indicated  that  while  the  small  number 
erf  IUD- related  deaths  demonstrates  an 
increased  mortality  rate,  the  overall  rate 
of  IUD-related  mortality  appears  to  be 
low  compared  with  the  mortality  rates 
associated  with  pregnancy  and  with 
other  forms  of  contraception. 

To  provide  an  opportunity  for  all  in¬ 
terested  persons  to  present  data,  com¬ 
ments,  or  suggestions  relative  to  the 
safety  issues  related  to  the  Daikon  Shield 
and  other  IUD’s,  the  Commissioner  held 
a  public  hearing  on  August  21,  1974.  The 
hearing  particularly  considered  whether 
there  are  any  differences  in  safety  be¬ 
tween  the  Daikon  Shield  and  other 
IUD’s. 

At  this  public  hearing,  members  of 
both  the  Panel  on  Review  of  Obstetrical 
and  Gynecology  Devices  and  the  Ob¬ 
stetrics  and  Gynecology  Advisory  Com¬ 
mittee,  meeting  as  an  Ad  Hoc  Obstetrics 
and  Gynecology  Advisory  Committee 
with  John  Jennings,  M.D.,  Associate 
Commissioner  for  Medical  Affairs,  serv¬ 
ing  as  Chairman,  received  and  reviewed 
all  of  the  Information  presented. 

Following  the  public  hearing  and  after 
considering  all  Information  presented, 
the  Ad  Hoc  Advisory  Committee  outlined 
the  issues  and  appointed  a  subcommittee 
charged  with  the  responsibility  of  re¬ 
viewing  the  possible  advantages  and  dis¬ 
advantages  of  using  the  Daikon  Shield. 
The  committee  noted  that  “IUD’s  have 
been  shown  by  extensive  use  and  studies 
to  be  a  safe  and  reliable  means  of  con¬ 
traception  and  they  compare  favorably 
with  the  standard  in  this  field — namely, 
oral  contraceptives.” 

On  October  29-30,  1974,  the  committee 
met  to  prepare  a  final  report  on  the 
safety  and  effectiveness  of  IUD’s  in  gen¬ 
eral  and  the  Daikon  Shield  in  particular. 
Based  on  the  open  hearing,  all  informa¬ 
tion  presented  and  available  at  that 
time,  and  the  recommendations  of  the 
subcommittee,  the  committee  concluded: 

Physician  and  patient  product  labeling 
should  provide  adequate  information  con¬ 
cerning  the  potential  dangers  of  sepsis  occur¬ 
ring  during  pregnancy  with  an  IUD  In  place. 
Any  patten t  with  an  IUD  In  place  who  sus¬ 
pects  pregnancy  or  misses  her  normal  men¬ 
strual  period  should  seek  medical  advice 
at  the  earliest  possible  time.  Because  of  the 
Increased  risk  In  pregnancy,  the  IUD  should 
be  removed  tf  the  string  Is  visible  and  the 
IUD  can  be  easily  removed.  If  the  IUD  can¬ 
not  be  removed,  Interruption  of  pregnancy 
should  be  considered  and  offered  as  an 
option.  If  the  patient  elects  to  maintain  the 
pregnancy,  6he  should  be  warned  of  the 
Increased  risk  of  sepsis  and  be  followed  with 
close  vigilance. 

FDA  advisory  committees,  like  the  Ad 
Hoc  Obstetrics  and  Gynecology  Advisory 
Committee,  are  created  to  advise  the 
Commissioner  on  pending  regulatory 
matters.  Recommendations  made  by  the 
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committees  on  these  matters  are  intended 
to  result  in  action  consistent  with  the 
authority  of  FDA  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  and  these  com¬ 
mittees  through  their  advice  to  the  Com¬ 
missioner  greatly  assist  him  in  exercis¬ 
ing  his  responsibilities  under  the  act. 

Following  the  recommendations  of  the 
advisory  committee,  the  FDA  published 
an  FDA  Drug  Bulletin  in  December  1974 
explaining  the  current  status  of  the  IUD 
investigation.  This  bulletin  was  distrib¬ 
uted  widely  to  physicians  and  other 
health  professionals  in  the  United  States. 
It  included  language  for  a  patient  leaflet 
which  was  developed  by  FDA  in  cooper¬ 
ation  with  the  American  College  of 
Obstetricians  and  Gynecologists  and  was 
to  be  made  available  for  distribution  on 
a  voluntary  basis,  warning  women  who 
wear  IUD’s  of  the  dangers  of  pregnancy. 
Based  on  the  recommendations  of  the  Ad 
Hoc  Obstetrics  and  Gynecology  Advisory 
Committee  with  regard  to  IUD  labeling 
and  further  evaluation  of  these  recom¬ 
mendations  by  FDA,  the  Commissioner 
concludes  that  there  is  a  need  to  estab¬ 
lish  and  require  uniform  physician  and 
patient  labeling  for  intrauterine  contra¬ 
ceptive  devices.  Thus  the  patient  labeling 
set  forth  in  the  FDA  Drug  Bulletin  has 
been  expanded. 

So  that  interested  parties  are  aware 
of  the  data  and  information  including 
the  Obstetrical-Gynecology  Committee 
Reports,  on  which  the  Commissioner  has 
based  his  decision  to  propose  this  uni¬ 
form  labeling  regulation  for  IUD’s,  the 
following  documents  have  been  placed 
on  file  for  public  review  in  the  office  of 
the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852 : 

1.  Clark.  Frederick  A.,  Jr.,  "Statement  on 
Septic  Spontaneous  Abortion  and  the  Daikon 
Shield,”  (with  attachments  1  through  7  and 
Appendix  A)  June  11,  1974.  (Presented  to  the 
Food  and  Drug  Administration,  Bureau  of 
Medical  Devices  and  Diagnostic  Agents  and 
Its  OB-GYN  Device  Panel.) 

2.  Ostergard,  Donald  R.,  M.D.,  “Intrauter¬ 
ine  Contraception  In  Nulliparas  with  the 
Daikon  Shield,”  American  Journal  of  Obstet¬ 
rics  and  Gynecology,  116(8) :  1088-1091,  Aug. 
15, 1973. 

3.  "Report  on  Intrauterine  Contraceptive 
Devices,"  Obstetrics  and  Gynecology  Advisory 
Committee,  Food  and  Drug  Administration, 
January  1968. 

4.  “Regulation  of  Medical  Devices  (Intrau¬ 
terine  Contraceptive  Devices),”  hearings  be¬ 
fore  a  Subcommittee  of  the  Committee  on 
Government  Operations,  House  of  Represent¬ 
atives,  93d  Congress,  First  Session,  May  30- 
31,  June  1, 12-13,  1973. 

5.  Summary  Minutes,  meeting  of  the  Food 
and  Drug  Administration  Panel  on  Review 
of  Obstetrical-Gynecological  Devices,  June 
10-11, 1974. 

6.  Summary  Minutes,  meeting  of  the  Food 

and  Drug  Administration  Obstetrics  and 
Gynecology  Advisory  Committee,  June  13-14, 
1974.  'v 

7.  Ostergard,  Donald  R„  M.D.,  "Statement 
on  the  Daikon  Shield  Intrauterine  Device  and 
Spontaneous  Septic  Abortion,”  prepared  for 
the  Food  and  Drug  Administration  advisory 
committees  on  obstetrics  and  gynecology, 
June  13-14, 1974. 

8.  "Current  Trends,  IUD  Safety:  Report  of 
a  Nationwide  Physician  Survey,”  Center  for 
Disease  Control,  Morbidity  and  Mortality, 
Weekly  Report,  Vol.  23,  No.  26,  July  5,  1974. 
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9.  Press  Release  (74-37)  regarding  the  use 
of  the  Daikon  Shield  and  other  IUD  products, 
June  27,  1974. 

10.  Conference  Speaker’s  Schedule,  Open 
Hearing  Regarding  Daikon  Shield  and  Other 
Intrauterine  Devices,  Food  and  Drug  Ad¬ 
ministration.  Rockville,  MD.  August  21,  1974. 

11.  "Summary  Review  of  IUD  Activities  in 
FDA”  presented  at  the  Open  Hearing  Regard¬ 
ing  Daikon  Shield  and  Other  Intrauterine 
Devices.  Food  and  Drug  Administration, 
Rockville,  MD,  August  21,  1974. 

12.  FDA  Talk  Paper  (74-39)  regarding  the 
preliminary  report  of  Ad  Hoc  Committee  on 
Daikon  Shield  and  Other  IUD’s,  August  23, 
1974. 

13.  "The  Intrauterine  Device,”  technical 
bulletin  prepared  by  the  American  College  of 
Obstetricians  and  Gynecologists. 

14.  “Testimony  on  Intrauterine  Devices  Be¬ 
fore  the  Intergovernmental  Relations  Sub¬ 
committee  of  the  Committee  on  Government 
Operations  Hearings  on  Regulation  of  Medi¬ 
cal  Devices  by  FDA  and  FTC”  presented  by 
the  American  College  of  Obstetricians  and 
Gynecologists,  June  12,  1973. 

15.  Transcript  of  Open  Hearing  Regarding 
Daikon  Shield  and  other  Intrauterine  De¬ 
vices.  Food  and  Drug  Administration,  Rock¬ 
ville,  MD,  August  21,  1974. 

16.  Report  to  the  FDA  Obstetrics-Gynecol¬ 
ogy  Advisory  Panel  and  Committee  Concern¬ 
ing  the  Safety  and  Efficacy  of  the  Daikon 
Shield  and  Other  lUD’s,  prepared  August  29, 
1974,  by  A.  H.  Robins  Co.,  Richmond,  VA. 

17.  Report  to  the  FDA  Obstetrics-Gyne¬ 
cology  Advisory  Panel  and  Committee  Con¬ 
cerning  the  Safety  and  Efficacy  of  the  Daikon 
Shield  and  Other  IUD’s,  prepared  October  22, 
1974,  by  the  A.  H.  Robins  Company,  Rich¬ 
mond,  VA. 

18.  Minutes  of  closed  session  of  Ad  Hoc 
OB-GYN  Advisory  Committee,  August  22, 
1974. 

19.  Report  of  Safety  and  Efficacy  of  the 
Daikon  Shield  and  Other  IUD's,  prepared  by 
the  Subcommittee  of  the  Ad  Hoc  OB-GYN 
Advisory  Committee,  August  31 -Sept ember  1, 
1974. 

20.  Transcript  of  proceedings,  FDA,  Bu¬ 
reau  of  Drugs  and  Bureau  of  Medical  Devices 
and  Diagnostic  Products  meeting  of  the  Ad 
Hoc  OB-GYN  Advisory  Committee,  Open  Ses¬ 
sion,  October  29,  1974,  Washington,  D.C. 

21.  Physician  Information  and  Guidelines 
for  the  Use  of  the  IUD  (Draft),  October  10, 
1974. 

22.  Proposed  IUD  Research  Program,  Food 
and  Drug  Administration  and  National  In¬ 
stitute  for  Child  Health  Development. 

23.  Forty-six  letters  representing  opinions 
on  Intrauterine  devices  received  from  organi¬ 
zations,  doctors,  and  consumers. 

24.  Documents  prepared  for  the  Open  Hear¬ 
ing  Regarding  the  Daikon  Shield  and  Other 
Intrauterine  Devices,  Food  and  Drug  Ad¬ 
ministration,  Rockville,  MD,  August  21,  1974: 

a.  Jain,  Anrudh,  K.,  “Safety  and  Effective¬ 
ness  of  Intrauterine  Devices.” 

b.  Abstract  of  the  above. 

c.  Selgel,  D.,  Center  for  Disease  Control 
IUD  Survey;  Preston,  Lester  W.,  "Statement 
on  the  Center  for  Disease  Control’s  IUD 
Safety  Survey.” 

d.  Cooper,  Donna  L.,  Robert  Israel,  Daniel 
R.  Mlshell,  “A  Randomized  Comparative 
Study  of  the  Copper  T  300,  Daikon  Shield  and 
Shell  Loop  In  Parous  Women,”  and  abstract. 

e.  Clark,  Frederick,  A.,  statement  on  the 
“Benefits  and  Risks  of  the  Daikon  Shield.” 

f.  Snowden,  R.,  "Pelvis  Inflammation,  Per¬ 
foration,  and  Pregnancy  Outcome  Associated 
with  the  Use  of  IUD’s,”  and  abstract. 

g.  Tatum,  H.  J.,  F.  H.  Schmidt,  D.  Phillips, 
and  M.  McCarty,  “Intrauterine  Infection  and 
the  I.U.D.” 

h.  Abstract  of  the  above. 

1.  McCarty,  M„  “Study  on  Daikon  Shield.” 
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J.  Kahn,  Henry,  abstract  of  testimony  and 
analysis  of  CDC  study. 

k.  Grody,  Marvin,  abstract  of  testimony. 

l.  Thomsen,  Russel,  "IUD’s  In  Perspective: 
1974,”  and  abstract. 

m.  Gordon,  Harry  W.,  abstract  of  testi¬ 
mony. 

n.  Engel,  Randy,  “The  IUD — A  Replay  of 
the  Pill?”  and  abstract. 

o.  Buckley,  Daniel,  abstract  of  testimony. 

p.  Sanhueza,  Hernan,  and  Irving  Sivln, 
“Preliminary  Results  on  the  Use — Effective¬ 
ness  of  the  Daikon  Shield  Intrauterine  Device 
in  Three  Latin  American  Countries:  A 
Twelve-Month  Follow-Up." 

q.  Moreland,  Jean  E.,  abstract  of  testimony. 

r.  Eisinger,  Steven  H.,  “Second  Trimester 
Spontaneous  Abortion,  The  IUD  and  Infec¬ 
tion.” 

s.  Ostergard.  Donald  R„  “Outcome  of  Preg¬ 
nancies  with  Daikon  Shield  In  Situ.” 

t.  Tyson,  J.,  “Clinical  Efficacy  of  the  Daikon 
Shield  in  Private  and  Clinical  Practice.” 

u.  Kessler,  I.  I.,  abstract  of  testimony. 

v.  Davis,  Hugh  J.,  "Analysis  of  IUD-asso- 
ciated  Mortality  Surveys  by  Scott  (1966)  and 
Kahn  (1973) — A  Perspective  on  Contem¬ 
porary  Controversies.” 

w.  Review  of  draft  manuscript  by  Kahn 
and  Tyler  on  “An  Association  between  Daikon 
Shield  and  Complicated  Pregnancies,”  May 
30,  1974. 

x.  Keith,  Louis,  Testimony. 

y.  Solchet,  Samuel.  "Report  on  the  Use  of 
a  Single  Small  ‘Ypsilon’  Uterine  Contracep¬ 
tive  in  6,000  Women.” 

z.  Speidel,  J.  Joseph,  Statement  to  the 
Food  and  Drug  Administration  concerning 
the  role  of  IUD’s  In  programs  supported  by 
the  Agency  for  International  Development. 

aa.  Hilgers,  Thomas  W.,  “The  Intrauterine 
Device:  Contraceptive  or  Abortifaclent?” 

bb.  Lippes,  Jack,  abstract  of  testimony. 

cc.  Whitson,  Leland,  Robert  Israel,  and 
Gerald  S.  Bernstein,  “The  Extrauterlne  Dai¬ 
kon  Shield,”  paper  from  the  American  College 
of  Obstetrics  and  Gynecology,  November  9, 
1973  (to  be  published). 

dd.  Daikon  Shield  Survey,  Planned  Parent¬ 
hood — World  Population. 

25.  Copies  of  the  following  articles: 

a.  Burnhlll,  Michael  S.,  “Syndrome  of  Pro¬ 
gressive  Endometritis  Associated  with  In¬ 
trauterine  Contraceptive  Devices,”  reprinted 
from  Excerpta  Medica  International  Congress 
Series  No.  271,  Advances  In  Planned  Parent¬ 
hood,  VIII,  proceedings,  tenth  annual  meet¬ 
ing  of  the  AAPP,  Detroit,  April  1972. 

b.  Varga,  L.,  W.  Obolensky,  and  S.  Scheldeg- 
ger,  “Ovarian  Pregnancy  and  the  Intrauterine 
Device  (IUD) International  Journal  of  Fer¬ 
tility,  17:142-144,  1972. 

c.  Sobrero,  and  J.  Aquiles,  “Intrauterine 
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The  Food 'and  Drug  Administration  is 
charged  with  assuring  both  physicians 
and  patients  that  IUD’s  are  safe  and 
effective  for  their  intended  uses.  The  full 
disclosure  of  information  to  physicians 
concerning  such  things  as  the  effective¬ 
ness,  indications,  contraindications, 
warnings,  precautions,  and  adverse  reac¬ 
tions  is  an  important  element  in  the 
discharge  of  this  responsibility.  The 
Commissioner  concludes  that  the  physi¬ 
cian  is  the  proper  person  for  providing 
use  information  for  his  patients,  and 
the  proposed  regulation  will  provide 
physicians  with  an  objective  discussion 
of  the  effectiveness  and  risks  attendant 
upon  the  use  of  the  IUD  to  enable  them 
to  discuss  the  IUD  with  their  patients. 

Moreover,  the  patient  as  well  as  the 
physician  needs  adequate  information 
to  use  the  IUD  in  a  safe  and  effective 
manner.  A  review  of  IUD’s  by  FDA  Indi¬ 
cates  that  the  products  are  used  for  long 
periods  of  time  by  large  numbers  of 
women  who,  for  the  most  part,  are 
healthy  and  use  them  for  prevention 
of  pregnancy  or  for  family  planning. 
Nevertheless,  there  is  no  present  assur¬ 
ance  that  women  who  use  the  IUD  are 
being  uniformly  provided  the  necessary 
information  for  its  safe  and  effective  use 
or  Information  pertaining  to  other 
means  of  contraception  so  as  to  enable 
them  to  select  the  IUD  as  a  matter  of 
choice. 

In  view  of  the  foregoing,  it  is  neces¬ 
sary  for  the  safe  and  effective  use  of 
the  IUD,  and  to  prevent  misleading 
labeling,  that  there  be  patient  labeling 
containing  information  on  the  nature  of 
the  IUD,  Its  side  effects,  contraindica¬ 
tions,  and  potential  hazards,  and  to 


point  out  the  need  for  continued  medi¬ 
cal  supervision.  The  proposed  regulation 
provides  for  such  informative  patient 
labeling. 

Because  of  difficult  benefit-risk  con¬ 
siderations  related  to  the  use  of  IUD’s 
and  the  fact  that  they  are  intended  to 
be  used  for  long  periods  of  time  by 
women  who  are  healthy,  and  because  of 
the  availability  of  other  methods  of  con¬ 
traception,  it  is  necessary  that  the  at¬ 
tendant  physician,  prior  to  inserting  the 
IUD,  inform  the  patient  of  the  risks  and 
■advantages  associated  with  the  use  of 
the  IUD  as  well  as  those  associated  with 
other  methods  of  contraception.  The 
proposed  regulation  provides  that  prior 
to  the  date  scheduled  for  insertion  of 
the  IUD  the  physician  must  supply  the 
patient  with  the  patient  brochure  so 
that  she  has  adequate  time  to  read  the 
labeling.  Also,  the  physician  should  dis¬ 
cuss  fully  the  labeling  with  her,  includ¬ 
ing  an  explanation  of  other  methods  of 
contraception,  and  obtain  her  consent. 
If  the  patient  is  incompetent  to  grant  an 
informed  consent,  the  same  procedures 
shall  be  used  to  inform  her  parent  or 
guardian  for  the  purpose  of  obtaining 
consent. 

Specialized  labeling  informing  the  pa¬ 
tient  about  the  risks  associated  with 
other  forms  of  contraception  already 
may  be  found  in  several  regulations  in 
Title  21 :  Oral  contraceptives  in  5  310.- 
501(a) ;  oral  postcoital  contraceptives  in 
§  310.501(b),  published  in  the  Federal 
Register  of  February  5,  1975  (40  FR 
5351);  and  injectable  contraceptives  in 
1 310.501a,  published  in  the  Federal 
Register  of  September  12,  1974  (39  FR 
32907) . 

In  accordance  with  §  310.502(a)  and 
(b)  (21  CFR  310.502(a)  and  (b>).  IUD’s 
used  for  the  purpose  of  contraception 
and  incorporating  heavy  metals,  drugs, 
or  other  active  substances  to  increase  the 
contraceptive  effect,  to  decrease  adverse 
reactions,  or  to  provide  increased  medi¬ 
cal  acceptability  are  new  drugs  and  may 
be  marketed  only  on  the  basis  of  an  ap¬ 
proved  new  drug  application.  These 
IUD’s  are  referred  to  in  the  proposed 
labeling  as  drug  IUD’s.  The  labeling 
proposed  in  §  310.502  applies  to  drug 
IUD’s  as  well  as  to  those  that  are  not 
considered  drugs.  The  labeling  for  the 
drug  IUD’s  requires  modification  to  fit 
the  specific  requirements  of  the  active 
substance.  These  requirements  are  in¬ 
cluded  in  the  proposed  labeling.  The 
applicant  of  an  approved  new  drug  ap¬ 
plication  for  a  drug  IUD  Is  required  to 
supplement  the  approved  new  drug  ap¬ 
plication,  under  $  314.8(d)  (21  CFR  314.- 
8(d) ),  to  provide  for  this  labeling.  Such 
labeling  may  be  put  into  use  without  ad¬ 
vance  approval  of  the  Food  and  Drug 
Administration. 

It  is  proposed  that  existing  IUD’s  may 
be  shipped  in  interstate  commerce  with¬ 
out  the  physician  and  patient  package 
labeling  for  90  days  after  the  effective 
date  of  the  final  regulation. 

The  Commissioner  does  not  anticipate 
that  this  action  will  significantly  affect 
the  environment;  therefore,  an  environ¬ 
mental  impact  statement,  pursuant  to 


section  102(c)(2)  of  the  National  Envi¬ 
ronmental  Policy  Act,  will  not  be 
required. 

Accordingly,  to  assure  the  safe  and 
effective  use  of  IUD’s,  to  prevent  mislead¬ 
ing  labeling  and  to  provide  both  the  phy¬ 
sician  and  the  patient  with  information 
on  drug  and  device  IUD’s,  the  Commis¬ 
sioner  concludes  that  §  310.502  should  be 
amended  by  revising  the  section  heading; 
by  adding  a  new  italicized  heading  to 
paragraph  (a)  and  redesignating  the  text 
of  paragraph  (a)  as  (a)(1);  redesignat¬ 
ing  paragraph  (b)  as  (a)  (2) ;  redesig¬ 
nating  paragraph  (c)  as  (a)  (3) ;  redesig¬ 
nating  paragraph  (c)(1)  (2)  and  (3)  as 
paragraph  (a)  (3)  (i)  (ii)  and  (iii) ;  and 
by  adding  a  new  paragraph  (b) . 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (sec.  201(g) ,  (h) ,  502,  505,  701(a) ,  52 
Stat.  1040-1042,  1050-1053  as  amended, 
1055  (21  U.S.C.  321(g),  (h),  352,  355, 
371(a)))  and  under  authority  delegated 
to  him  (21  CFR  2.120) ,  the  Commissioner 
proposes  that  Part  310  be  amended  by 
revising  §  310.502  to  read  as  follows: 

§  310.502  Intrauterine  devices  for  hu¬ 
man  use  for  the  purpose  of  contra¬ 
ception. 

(a)  New  drug  status  of  certain  intra¬ 
uterine  devices  for  human  use  for  the 
purpose  of  contraception.  (1)  The  Food 
and  Drug  Administration  has  become 
aware  of  the  increased  clinical  use  for 
the  purpose  of  contraception  of  intra¬ 
uterine  devices  that  incorporate  heavy 
metals,  drugs,  or  other  active  substances. 
The  amount  of  local  irritation  caused  by 
such  active  materials  has  been  reported 
as  being  correlated,  in  animal  studies,  to 
the  efficacy  of  such  devices  in  achieving 
their  contraceptive  effect.  Several  in¬ 
vestigators  have  reported  different  preg¬ 
nancy  rates  which  appear  to  be  depend¬ 
ent  on  the  type  of  metal  used  and/or  the 
amount  of  exposed  surface  of  the  metal. 
Drugs  have  been  incorporated  with 
otherwise  inert  intrauterine  devices  to 
increase  the  contraceptive  effect,  de¬ 
crease  adverse  reactions,  or  provide  in¬ 
creased  medical  acceptability. 

(2)  Intrauterine  devices  used  for  the 
purpose  of  contraception  and  incorpo¬ 
rating  heavy  metals,  drugs,  or  other 
active  substances  to  increase  the  contra¬ 
ceptive  effect,  to  decrease  adverse  re¬ 
actions,  or  to  provide  increased  medical 
acceptability  (drug  intrauterine  devices) 
are  not  generally  recognized  as  safe  and 
effective  for  contraception  and  are  new 
drugs  within  the  meaning  of  section  201 
(p)  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act.  A  completed  and  signed  “No¬ 
tice  of  Claimed  Investigational  Exemp¬ 
tion  for  a  New  Drug”  (Form  FD-1571  set 
forth  in  §  312.1(a)(2)  of  this  chapter) 
must  therefore  be  submitted  to  cover 
clinical  investigations  to  obtain  evidence 
that  such  preparations  are  safe  and  ef¬ 
fective  for  this  use.  An  approved  new 
drug  application  is  required  for  the 
marketing  of  such  articles. 

(3)  Paragraph  (a)  (1)  and  (2)  of 
this  section  does  not  apply  to  the  follow¬ 
ing; 
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(1)  Intrauterine  devices  fabricated 
solely  from  Inactive  materials,  e.g.,  inac¬ 
tive  plastics  or  metals. 

(ii)  Intrauterine  devices  with  sub¬ 
stances  added  to  improve  the  physical 
characteristics  if  such  substances  do  not 
contribute  to  contraception  through 
chemical  action  on  or  within  the  body 
and  are  not  dependent  upon  being  me¬ 
tabolized  for  the  achievement  of  the  con¬ 
traceptive  purpose. 

(iii)  Intrauterine  devices  that  contain 
a  component,  such  as  barium,  added  ex¬ 
clusively  for  the  purpose  of  visualization 
by  x  ray. 

(b)  Labeling  of  intrauterine  contra¬ 
ceptive  devices  considered  either  new 
drugs  (.drug  IUD’s )  or  devices.  The  in¬ 
trauterine  contraceptive  device  is  a  pop¬ 
ular  method  of  contraception  used  by 
several  million  women  in  the  United 
States.  Although  this  method  of  contra¬ 
ception  is  generally  safe  and  effective, 
certain  complications  and  side  effects 
may  result  from  its  use.  A  Pood  and  Drug 
Administration  review  of  the  labeling  of 
intrauterine  contraceptive  devices  cur¬ 
rently  marketed  in  the  United  States  re¬ 
veals  that  information  necessary  for  the 
safe  and  effective  use  of  these  devices  is 
not  uniformly  available  to  either  the 
practitioner  or  the  patient.  Based  on  the 
review  of  the  labeling  and  on  the  recom¬ 
mendations  of  the  Ad  Hoc  Obstetric - 
Gynecology  Advisory  Committee,  the 
Commissioner  has  concluded  that  in  the 
Interest  of  safe  and  effective  use,  and 
prevention  of  misleading  labeling,  there 
is  a  need  to  establish  uniform  physician 
and  patient  labeling  for  such  devices. 
Marketing  of  the  devices  may  be  con¬ 
tinued  only  if  the  devices  bear  physician 
and  patient  labeling  substantially  as 
follows: 

(1)  Labeling  accompanying  each  in¬ 
trauterine  contraceptive  device  and  di¬ 
rected  to  the  physician  shall  contain  the 
following  information,  adjusted,  where 
necessary,  to  the  particular  requirements 
for  the  drug  IUD’s: 

(i)  Description.  Under  this  section 
heading  the  labeling  shall  contain: 

(o)  Major  ingredients. 

(b)  Model  and  physical  dimensions. 

(c)  Description  of  components  in  the 
package. 

(d)  Statement  of  sterility.  If  non- 
sterile,  appropriate  instructions  for 
sterilization. 

( e )  Description  as  to  whether  the 
product  incorporates  heavy  metals,  drugs 
or  other  active  substances. 

(ii)  Indications  and  usage.  Prevention 
of  pregnancy.  The  IUD  is  one  of  several 
safe  and  effective  methods  of  contracep¬ 
tion  which  may  be  considered  for  a 
particular  patient. 

(o)  Drug  IUD’s.  Different  event  rates 
have  been  recorded  with  the  use  of  dif¬ 
ferent  intrauterine  contraceptive  devices. 
Inasmuch  as  these  rates  are  usually  de¬ 
rived  from  separate  studies  conducted  by 
different  investigators  in  several  popula¬ 
tion  groups,  they  cannot  be  compared 
with  precision.  Furthermore,  event  rates 
tend  to  be  lower  as  clinical  experience  is 
expanded,  possibly  due  to  retention  in 
the  clinical  study  of  those  patients  who 


accept  the  treatment  regimen  and  do  not 
discontinue  due  to  adverse  reactions  or 
pregnancy.  In  clinical  trials  conducted 
by  ( name  of  sponsor )  with  the  (name  of 
device) ,  use  effectiveness  was  determined 
as  follows  for  parous  and  nulliparous 
women,  as  tabulated  by  the  life  table 
method.  (Rates  are  expressed  as  events 
per  100  women  through  12  and  24 
months  of  use.)  This  experience  is  based 
on  ( number )  women/months  of  use  in¬ 
cluding  (number)  women  who  completed 
12  months  of  use,  and  (number)  women 
who  completed  24  months  of  use: 


12  Months 

24  Months 

Parous  Nulli- 

Parous  Nulli- 

parous 

parous 

Pregnancy . 

Expulsion _ 

Medical  removal. 

Continuation... 

(b)  Device  IUD’s.  Clinical  data  should 
include  a  range  of  event  rates  for  preg¬ 
nancy,  expulsion,  medical  removal  and 
continuation,  based  on  controlled  scien¬ 
tific  studies.  Follow  clinical  studies  for¬ 
mat  of  drug  IUD’s  set  forth  in  paragraph 
(b)(1)  (ii)  (a)  of  this  section. 

(iii)  Contraindications.  Pregnancy  or 
suspicion  of  pregnancy:  anemia;  distor¬ 
tion  of  the  uterine  cavity:  acute  pelvic 
inflammatory  disease  or  a  history  of  re¬ 
peated  pelvic  inflammatory  disease:  post¬ 
partum  endometritis  or  infected  abortion 
in  the  past  3  months;  uterine  or  cervical 
malignancy;  unexplained  genital  bleed¬ 
ing  until  suspicion  of  cancer  is  ruled  out; 
acute  cervicitis;  and,  known  or  suspected 
allergy  to  copper  (for  copper-containing 
IUD’s). 

(iv)  Warnings — (a)  Pregnancy — (1) 
Septic  abortion.  Recent  reports  have  in¬ 
dicated  an  increased  incidence  of  septic 
abortion  associated  in  some  instances 
with  septicemia,  septic  shock  and  death 
in  patients  becoming  pregnant  with  the 
IUD  in  place.  In  some  cases,  the  initial 
symptoms  have  been  insidious  and  not 
easily  recognized.  If  pregnancy  should 
occur  with  an  IUD  in  situ,  the  IUD 
should  be  removed  if  the  string  is  visible 
or,  if  removal  proves  to  be  or  would  be 
difficult,  interruption  of  the  pregnancy 
should  be  considered  and  offered  as  an 
option.  If  the  patient  elects  to  maintain 
the  pregnancy  and  the  IUD  remains  in 
situ,  she  shall  be  warned  of  the  increased 
risk  of  sepsis  and  be  followed  with  close 
vigilance. 

(2)  Ectopic  pregnancy.  A  pregnancy 
which  occurs  while  a  patient  is  wearing 
an  IUD  is  much  more  likely  to  be  ectopic 
in  nature.  Therefore,  such  patients  in 
whom  pregnancy  occurs  should  be  care¬ 
fully  evaluated. 

(b)  Severe  pelvic  infection.  Occasion¬ 
ally  serious  pelvic  infection  may  occur 
with  an  IUD  in  situ.  Under  such  circum¬ 
stances  the  IUD  should  be  removed,  ap¬ 
propriate  bacteriological  studies  done, 
and  appropriate  antibiotic  treatment 
instituted. 

(c)  Perforation.  Perforation  of  the 
uterus  may  occur.  If  this  occurs  the  de¬ 
vice  should  be  removed.  Copper-contain¬ 


ing  IUD’s  should  be  removed  as  soon  as 
perforation  is  diagnosed.  Local  inflam¬ 
matory  reaction  with  abscess  formation 
is  a  possibility  if  an  IUD  is  left  in  the 
abdomen. 

(d)  Microwave  therapy  (copper  or 
other  metal-containing  IUD’s).  The  use 
of  microwave  therapy  in  patients  with 
metal-containing  pros  theses  may  cause 
heat  injury  to  the  surrounding  tissue. 
Therefore,  microwave  therapy  to  the  ab¬ 
dominal  and  sacral  areas  should  not  be 
used  on  patients  wearing  a  metal-con¬ 
taining  IUD. 

(e)  Copper-containing  IUD’s.  Addi¬ 
tional  amounts  of  copper  available  to  ths 
body  from  copper  IUD’s  may  precipitate 
symptoms  in  women  with  undiagnosed 
Wilson’s  disease.  The  long  term  effects  of 
copper  in  the  uterus  on  the  offspring  are 
unknown.  Minute  amounts  of  copper  may 
cause  hemolysis  in  patients  with  a  defi¬ 
ciency  of  glucose  6-phosphate  dehydro¬ 
genase. 

(v)  Precautions  and  routine  examina¬ 
tions — (a)  Informed  consent.  Prior  to  In¬ 
sertion,  the  physician  must  provide  the 
patient  with  the  patient  brochure.  rfhe 
patient  must  be  given  adequate  time  to 
read  the  labeling  in  advance  of  the  time 
scheduled  for  insertion  of  the  IUD.  The 
physician  should  discuss  fully  the  infor¬ 
mation  in  the  patient  labeling  with  the 
patient,  as  well  as  other  means  of  con¬ 
traception  and  obtain  the  patient’s  con¬ 
sent.  If  a  patient  is  not  competent  to  give 
an  informed  consent,  her  parent  or  guar¬ 
dian  must  be  provided  with  the  printed 
information  necessary  to  decide  on  behalf 
of  the  patient.  The  consent  may  be  oral 
or  in  writing;  if  oral,  a  notation  to  this 
effect  should  be  made  in  the  patient’s 
record. 

(b)  Patient  examination.  The  physi¬ 
cian  should  make  a  determination  that 
the  patient  is  not  pregnant.  The  possi¬ 
bility  of  insertion  in  the  presence  of  an 
existing  undetermined  pregnancy  is  re¬ 
duced  if  insertion  is  performed  during  or 
shortly  following  a  menstrual  period.  The 
IUD  should  not  be  inserted  postpartum 
or  postabortion  until  involution  of  the 
uterus  has  been  completed.  Prior  to  in¬ 
sertion,  a  pelvic  examination,  pap  smear, 
and  gonorrhea  culture  should  be  done. 
Sound  the  uterus  prior  to  insertion  and 
exercise  care  to  avoid  perforation.  Do  not 
use  excessive  force. 

(c)  Requirements  for  continuation  and 
removal.  (1)  The  device  IUD  does  not  re¬ 
quire  removal  and  replacement  at  any 
specific  interval  of  time  if  it  is  in  a  satis¬ 
factory  position,  not  producing  untoward 
side  effects,  and  the  patient  wishes  to 
continue  the  IUD  as  her  method  of  con¬ 
traception.  On  the  other  hand,  copper  or 
other  drug  IUD’s,  need  to  be  replaced  at 
( interval  approved  for  the  labeling  of  the 
drug  pursuant  to  data  submitted  in  a  new 
drug  application  under  §  314.1  of  this 
chapter)  intervals  to  maintain  their 
effectiveness. 

(2)  An  IUD  should  be  removed  for  the 
following  medical  reasons:  Menorrhagia 
and/or  metrorraghla  producing  anemia; 
uncontrolled  pelvic  Infection;  Intractable 
pain,  often  aggravated  by  Intercourse; 
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pregnancy,  if  the  string  is  visible;  or 
uterine  or  cervical  malignancy. 

(d)  Continuing  care  of  patients  using 
TUD's.  Cl)  Patients  should  be  reexam¬ 
ined  and  evaluated  within  3  months  after 
IUD  insertion. 

C2)  Routine  annual  examination  with 
appropriate  medical  and  laboratory  eval¬ 
uation  should  be  carried  out. 

(vi)  Adverse  reactions.  Reported  ad¬ 
verse  reactions  include:  Endometritis, 
spontaneous  abortion,  septic  abortion, 
septicemia,  perforation  of  uterus  and  cer¬ 
vix,  pelvic  infection,  cystic  masses  in  pel¬ 
vis,  abdominal  adhesions,  intestinal  ob¬ 
struction,  cervical  erosion,  vaginitis,  leu- 
korrhea,  cystitis,  pregnancy,  ectopic 
pregnancy,  embedment,  difficult  removal, 
complete  or  partial  expulsion  of  the  IUD, 
intermenstrual  spotting,  prolongation  of 
menstrual  flow,  anemia,  amenorrhea  or 
delayed  menses,  pain  and  cramping, 
backaches,  dyspareunia,  leg  pain  or  sore¬ 
ness,  weight  loss  or  gain,  nervousness. 

(vii)  Insertion  technique.  Although  the 
technique  for  insertion  varies  with  the 
IUD,  the  following  rules  are  generally 
applicable. 

(a)  Bimanual  examination  should  be 
done  to  ascertain  the  size,  shape,  and 
position  of  the  uterus. 

(b)  Pap  smear  and  gonorrhea  culture 
should  be  taken. 

(c)  The  endocervix  should  be  cleansed 
with  an  antiseptic  solution. 

id)  Paracervical  block  may  be  utilized 
to  attempt  to  reduce  insertional  pain. 

<e)  A  tenaculum  should  be  applied  to 
the  cervix  with  downward  traction  for 
correction  of  the  angulation  of  the  cervix 
and  stabilization  of  the  cervix. 

(/)  The  cervical-uterine  canal  should 
be  sounded  prior  to  the  insertion  for 
depth  and  direction  of  the  uterine  canal. 
A  multipurpose  disposable  sound  which 
indicates  the  depth  of  the  cervical  canal 
and  the  endometrial  cavity  is  useful. 

(fir)  Instruments  entering  the  cervical 
canal  must  be  sterile. 

Ch)  The  IUD  must  be  sterile. 

(f)  IUD’s  should  preferably  be  inserted 
during  or  shortly  after  menstruation  to 
insure  a  nonpregnant  state.  (This  ap¬ 
proach  may  not  be  practical  in  certain 
clinical  situations.) 

(2)  Labeling  accompanying  each  intra¬ 
uterine  contraceptive  device  and  to  be 
made  available  to  the  patient  shall  con¬ 
tain  the  following  Information: 

Patient  Information 

INTRAUTERINE  DEVICE  (IUD) 

I.  General  Information,  (a)  The  ( name  of 
device)  Intrauterine  device  (IUD)  Is  a  small 
device  which  Is  put  Inside  your  uterus 
(womb).  The  purpose  erf  the  IUD  Is  to  pre¬ 
vent  you  from  becoming  pregnant.  There  are 
other  forms  of  contraception  which  may  be 
suitable.  These  should  be  discussed  with  your 
doctor  before  deciding  which  Is  best  for  you. 
Tour  doctor  can  explain  how  the  IUD  and 
other  forms  of  contraception  prevent  you 
from  becoming  pregnant  and  can  tell  you 


about  any  risks  you  take  In  using  them. 

(b)  The  ( name  of  device)  IUD  prevents 
pregnancy  In  (range  of  effectiveness  percent) 
of  women. 

(c)  While  you  have  the  IUD  In,  you  may 
use  tampons  and  take  douches.  If  this  Is  your 
usual  practice.  Normally,  you  may  wear  the 
IUD  until  you  wish  to  become  pregnant. 
However,  certain  types  of  IUD’s  must  be  re¬ 
placed  periodically.  Check  with  your  doctor 
concerning  this.  Tou  should  return  to  your 
doctor  If  you  wish  to  have  the  IUD  removed. 

II.  Checking  your  IUD.  A  tall  or  thread  Is 
attached  to  the  IUD  so  that  you  can  check 
to  see  If  it  is  stUl  In  place  6lnce  the  IUD 
can  come  out  of  the  uterus  without  your 
knowing  It.  Follow  these  steps  to  make  sure 
your  IUD  Is  in  place: 

(a)  Wash  your  hands. 

(b)  Assume  the  squatting  position  or  seat 
yourself  on  the  toilet. 

(c)  Insert  the  Index  or  middle  finger  high 
In  your  vagina  and  locate  the  cervix  (the 
mouth  of  the  womb).  The  cervix  feels  firm 
like  the  tip  of  your  nose. 

(d)  Feel  for  the  thread  of  the  IUD,  which 
should  be  In  the  cervix  high  In  your  vagina. 

(e)  If  you  can  feel  the  thread,  you  know 
the  IUD  is  In  place  and  working.  Tou  should 
not  pull  on  the  thread.  This  may  displace  ‘ 
the  IUD. 

(f)  After  each  menstrual  period,  you 
should  check  to  make  sure  the  thread  Is  in 
place  In  the  cervix.  Tou  may  check  for  the 
thread  more  often  If  you  wish. 

(g)  Within  3  months  after  your  IUD  is 
inserted,  you  should  be  checked  by  your 
doctor  to  make  sure  that  the  IUD  Is  In  the 
correct  position.  If  you  develop  any  problems 
that  concern  you,  or  think  that  the  IUD  has 
come  out,  call  your  doctor  right  away  for  an 
examination.  If  you  think  the  IUD  has  come 
out,  use  another  birth  control  method,  such 
as  vaginal  foam  and  condom  (rubber) ,  until 
you  can  be  checked.  Follow  the  Instructions 
of  your  doctor  for  your  next  check-up. 

(h)  After  the  3  months’  examination,  you 
should  be  checked  at  least  once  a  year  by  your 
doctor. 

HI.  Important  warnings.  It  you  miss  your 
menstrual  period,  or  if  you  have  a  scanty  flow 
during  your  period,  or  If  you  suspect  you 
might  be  pregnant,  call  your  doctor  right 
away.  Some  women  do  become  pregnant  with, 
the  IUD  In  place,  and  serious  complications 
can  occur  when  a  pregnancy  continues  with 
the  IUD  In  place.  If  you  become  pregnant, 
the  IUD  should  be  removed  by  your  doctor.  If 
removal  proves  to  be  difficult,  you  should  dis¬ 
cuss  with  your  doctor  the  question  of  con¬ 
tinuing  the  pregnancy. 

IV.  What  you  should  tell  your  doctor.  Be¬ 
fore  you  have  an  IUD  Inserted,  you  should 
tell  your  doctor  or  nurse  if  you  have  ever  had 
any  of  the  following: 

(a)  Pelvic  Infection  (pus  tubes) . 

(b)  Heavy  menstrual  flow. 

(c)  Bleeding  between  periods. 

(d)  Heavy  vaginal  discharge  or  Infection. 

(e)  Recent  pregnancy,  Including  abortion. 

(f)  Severe  menstrual  cramps. 

(g)  Venereal  disease. 

(h)  Fainting  attacks. 

V.  Side  Effects  of  the  IUD.  The  following 
side  effects  may  occur  after  the  IUD  Is  in¬ 
serted: 

(a)  Some  bleeding  occurs  following  Inser¬ 
tion  In  most  women.  Because  of  this,  your 
doctor  may  choose  to  Insert  your  IUD  dur¬ 
ing  or  at  the  end  of  your  menstrual  period. 
This  also  ensures  that  you  are  not  pregnant 
at  the  time  the  IUD  Is  Inserted. 


(b)  Bleeding  between  the  menstrual  pe¬ 
riods,  usually  In  the  form  of  spotting,  may 
occur  during  the  first  few  weeks  after  Inser¬ 
tion.  The  first  few  menstrual  periods  after 
the  Insertion  may  be  heavier  and  longer.  If 
this  Is  extensive,  consult  your  doctor. 

(c)  Pain,  usually  in  the  form  of  uterine 
cramps  or  low  backache,  may  occur  at  the 
time  of  insertion  of  the  IUD  and  last  for  a 
few  days.  Simple  pain  medication  usually 
controls  the  cramping  associated  with  the 
IUD. 

(d)  Fainting  may  occur  at  the  time  of 
Insertion  of  the  IUD.  This  passes  quickly  and 
Is  not  usually  serious. 

VI.  Complications.  Complications  are 
known  to  occur  with  the  IUD.  If  any  of  the 
following  occur,  report  to  your  doctor 
promptly: 

(a)  Severe  or  prolonged  bleeding.  If  the 
flow  is  heavier  and  lasts  much  longer  than 
your  usual  menstrual  Bow,  you  may  need  to 
have  the  IUD  removed  to  prevent  the  de¬ 
velopment  of  anemia. 

(b)  8evere  cramps  and  pelvic  pain.  Con¬ 
sult  your  doctor.  This  could  mean  an  in¬ 
fection  has  developed  requiring  treatment. 

(c)  Exposure  to  venereal  disease  (VD).  If 
exposure  to  venereal  disease  Is  suspected, 
report  for  examination  and  treatment 
promptly.  Failure  to  do  so  could  result  In 
serious  pelvic  Infection. 

(d)  Thread  disappearance.  If  the  thread 
coming  through  the  cervix  cannot  be  felt  In 
the  vagina.  It  Is  possible  that  the  IUD  has 
been  expelled  or  displaced.  If  expelled,  you 
are  no  longer  protected  from  becoming  preg¬ 
nant.  If  displaced,  the  IUD  will  have  to  be 
removed. 

(3)  All  intrauterine  contraceptive  de¬ 
vices,  whether  drugs  or  devices,  which 
are  shipped  in  Interstate  commerce  for 
the  first  time  after  (Insert  date  90  days 
after  date  of  publication  of  final  order  in 
Federal  Register)  shall  be  in  compliance 
with  paragraph  (b)(1)  and  (2)  of  this 
section. 

(4)  The  holder  of  an  approved  new 
drug  application  for  such  device,  as  de¬ 
scribed  in  paragraph  (a)(2),  shall  sub¬ 
mit  a  supplement  to  his  application  to 
provide  for  the  labeling  described  in 
paragraph  (b)(1)  and  (2).  The  supple¬ 
ment  shall  be  submitted  prior  to  (insert 
date  90  days  after  date  of  publication  of 
final  order  in  Federal  Register)  under 
the  provisions  of  8  314.8  of  this  chapter 
which  permit  it  to  be  put  into  effect  in 
advance  of  approval  by  the  Food  and 
Drug  Administration. 

Interested  persons  are  invited  to  sub¬ 
mit  their  comments  regarding  this  pro¬ 
posal  in  writing  (in  quintuplicate,  except 
that  single  copies  of  comments  may  be 
submitted  by  Individuals)  on  or  before 
September  2,  1975.  Comments  should  be 
addressed  to  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20852.  Com¬ 
ments  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Dated:  June  20, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[TO  Doc.75-16858  Filed  6-30-75; 8:46  am] 
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